
CTSA Program Steering Committee 

Monday, March 12, 2018

2:30 –4:00 ET



Agenda 
Time Topic Moderator
2:30 Welcome Kathleen Brady

2:30 –2:40 NCATS Update
¶ Budget 

¶ Opioid Update

¶ Meeting/Event Reminders 

Mike Kurilla

2:40 –3:00 Domain Task Force Discussion Kathleen Brady

3:00 –3:30 CTSA External Reviewer Exchange ConsortiumAmy Jo Jenkins (Arkansas)
Margaret Schneider (UC-Irvine)

3:30 –4:00 Input from Pods to the Steering Committee 
Discussion

This is a standing item on the agenda.  Pod 
leaders should send a list of identified 
issues or topics from their pod call to CLIC 
by Friday, March 9th. 

All



NCATS Update

Mike Kurilla



Bipartisan Budget Act of 2018 ï2/9/18

• Provided overall spending caps (Defense and Non-Defense) for 
FYs 2018 and 2019

• Extended the Continuing Resolution (CR) through March 23

• NCATS and NIH operating at slightly below FY 2017 levels 

• In-line with NIH policy, NCATS currently funding awards at 
reduced amounts

• Non-competing – 90% of committed (restoration 
pending determination of full-year budget by 
Congress)

• Competing  – will be commensurate with available 
funding



Presidentôs FY 2019 Budget Request
Released Feb 12th

• Printed before Bipartisan Budget Act (BBA) passed; therefore 

OMB included an addendum to account for the BBA:

• NIH shows a slight increase compared to FY 2017, however…

• NCATS like many other components of NIH shows a 2.7% 

decrease

• Funding for some priorities placed in the OD, NIH 

• HHS Budget-in-Brief: https://www.hhs.gov/sites/default/files/fy-

2019-budget-in-brief.pdf

• NIH described on pages 40-46

Additional information may be released in the coming weeks 

https://www.hhs.gov/sites/default/files/fy-2019-budget-in-brief.pdf


• Close collaboration with NIDA

• Former DCI Deputy Director (Redonna Chandler) transitioned to NIDA this month 

and will coordinate the NCATS collaboration

• Established a Working Group of the CTSA Program Steering Committee

• Examples of projects being developed:

1. Phenotyping patients in the ER with overdose

2. Best practices for training surgeons on optimal prescribing of opiates post-operatively

3. Determining community-based approaches for taking back unused opiates

4. Research to develop and disseminate effective models of care to address OUD in high-

target medical settings

• Open Opportunity through the CCIA awards (PAR-18-244, reissue of PAR-15-172)

• NOT-TR-18-013:  Expands the list of high priority translational research opportunities to conduct 

novel clinical research studies intended to develop and test models of care for Opioid Use 

Disorders within medical settings including primary care, emergency departments, and neo-

natal units.

• Submit for March 8, 2018 and subsequent due dates

• Contact: PJ Brooks pjbrooks@mail.nih.gov

Update on Opioid Efforts - NIDA Collaboration

https://grants.nih.gov/grants/guide/pa-files/PAR-18-244.html
https://grants.nih.gov/grants/guide/notice-files/NOT-TR-18-013.html
mailto:pjbrooks@mail.nih.gov


First Draft





Domain Task Force Discussion

Kathleen Brady



Assessing the Current State of the 
Domain Task Forces

March 12 ï
March 30

DTF lead teams 
meet to 

assemble 
briefing packets 

for the SC

April 2

DTF Briefing 
Packet sent 

to SC 
members

April 9

DTF Round 
Robin on 
Steering 

Committee 
Call 

April 18 

DTF 
Discussion 

at In-Person 
Meeting 

April 19 -
On

Workgroup 
to the SC to 
assemble





CTSA External Reviewer Exchange Consortium

Amy Jo Jenkins (Arkansas)
Margaret Schneider (UC-Irvine)



Amy Jo Jenkins, MS, CCRP, CCRC, CCRA

Executive Director, Translational Research Institute

University of Arkansas for Medical Sciences

ajjenkins@uams.edu

Margaret Schneider, PhD

Associate Director and Director of Evaluation and Pilot Studies

Institute for Clinical and Translational Science

University of California, Irvine

margaret.schneider@uci.edu

mailto:ajjenkins@uams.edu
mailto:margaret.schneider@uci.edu


CEREC leverages the resources and knowledge base of 

nine CTSA hubs to enable the efficient exchange of 

reviewer expertise to support internal pilot funding 

programs.

CEREC Hubs



History

In 2016, UCI conducted a survey of CTSA Pilot Studies Funding programs

• 23% reported exchanging proposals with another CTSA Hub 

• 9 hubs expressed an interest in forming a consortium to exchange reviews

• CEREC was formed in fall, 2016

• Monthly phone conferences

• On-line system to manage requests created by UCI Informatics

• Shared Google Drive to house templates and best practices

Factors contributing to success

• Hubs self-selected to join the consortium

• Members were eager for cross-pollination

• CEREC addressed sense of working in silos



Purpose

CEREC develops strategies that promote:

• Methodological excellence.

• Scientific transparency and innovation.

• Minimization of conflict of interest. 



Process

Requesting hub 
posts abstracts 

to CEREC 
Central

CEREC 
Administrator 

allocates target # 
reviewers to 

members

Providing hubs 
“claim” proposals 

Reviewers linked 
directly with 

requesting hub

Providing hubs 
locate reviewers 

and update 
CEREC Central

Requesting hub 
monitors 

reviewer status 
on CEREC 

Central

Reviewers linked 
directly with 

requesting hub



Management Tool – CEREC Central



Progress

Over the past year, CEREC partners have: 

• Facilitated 10 calls for proposals; 144 individual proposals 

• Issued 396 email invitations to potential reviewers

• Number of invitations required to yield a reviewer ranged from 1 to 17

• Reviewers accepted 224 invitations, for a response rate of 56%

• Received 196 completed reviews, for a completion rate of 87%

11th call active right now that includes 15 proposals.



Evaluation—

Reviewers’ POV

Qualitative assessment of CEREC reviews:

• External reviewer comments and scores were generally in agreement with 

internal reviewer comments and scores. 

• Quality of reviews appear to be higher and more pertinent mainly due to 

stronger matching of scientific expertise and reduction of potential bias.

Survey of CEREC reviewers was 

conducted by Harvard Catalyst 

using Qualtrics (N = 83):



Evaluation—

CEREC Members’ POV

Perceived benefits

• Access to reviewers with needed expertise (89%)

• Access to a wider pool of reviewers than available locally (78%)

• Provided external exposure to local researchers (67%)

• Offered recognition of expertise to local researchers (67%)

• ñLearning about best practices for review processes as well as pilot 

programming, ideas from our pilot programs, variety of pilot RFAs, etc.ò 

Survey of Pilot Study 

administrators using 

RedCAP  (N = 9)



Other Activities

CTSA Administrative Supplement  Application 

• original submission March 2017

• resubmission October 2017

ACTS 2018 abstract ïAccepted!

American Evaluation Association (AEA) Conference 2018 proposal



New Opportunities - Dissemination
The University of Arkansas for Medical Sciences (UAMS) has a well-developed 

process for integrating community reviewers into their review process/study section.

External reviewers participating in the study section inquired about learning more. 

Training procedures and materials are currently being shared with CEREC partners 

that have not previously involved community members in their process (i.e., 

Community Scientist Academy.

UAMS will consult with all CEREC partners as they integrate community reviewers 

into their next pilot call.



New Opportunities - Dissemination

The Medical College of Wisconsin developed a method using REDCapto manage their 

reviewer database and review process, greatly improving efficiency.

A demonstration of this innovation was recently provided to the CEREC partners.

Exploring uptake as a group.



Challenges

ü System burden during multiple simultaneous calls for proposals; in discussions 

about harmonizing review cycles.

ü Timing of reviewer invitations to minimize the probability of obtaining more 

reviews than requested; addressing in refining processes.

ü Resources for expansion and improved efficiency of CEREC Central.



Expansion

P
la

n
s
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e
e
d
s

Appoint a centralized 
CEREC manager

Build out CEREC 
Central with INF support

Face-to-Face Meeting

Additional evaluation

Development of training 
plan



Questions?



Discussions on Topics from the Pods

All 



POD DISCUSSIONS
• Whether nurses caring for patients in clinical studies have GCP-

level skills in conducting clinical research.

• The CTSA Program should act as a convener for research 
pharmacists to share experiences and best practices in 
addressing: 

• a) the increasingly stringent (and costly) requirements for obtaining and 
compounding research drugs;

• b) transport of research pharmaceuticals across State barriers; and 

• c) maximizing the safety of administering investigational agents.

• The CTSA Program should investigate the impact of EPIC’s 
creation of COSMOS on other CTSA-supported networks.

• Topics from the floor



• Dr. Murphy’s group had a good discussion on their pod call last 

Friday about some of the challenges and successes of activating 

and conducting multi site clinical trials with IRB reliance models, 

central IRBs, commercial IRBs etc. The group suggested that given 

the growth of the TIN and new NIH guidelines regarding using 

single IRBs for multi site studies, a consortium-wide discussion of 

this issue so that sites can share their challenges and their 

solutions would be valuable to many, as these issues affect every 

hub”

POD FEEDBACK DISCUSSION



• The Mod Pod, consisting of Drs. Blazar, Coller, Drezner, Green, Khosla and 

Shekhar propose the creation of a CTSA Collaboration Bulletin Board (CCBB) 

to be added to the CLIC site on an experimental basis. CTSA investigators, 

with the approval of their PI, could post requests for collaborators on defined 

projects using a standardized template that would include: 1. the hypothesis to 

be tested, 2. a brief draft protocol, 3. the specific need for collaborators, and 4. 

the anticipated funding. Listings would be removed automatically after 3 

months unless requested again with a justification for renewal. To disseminate 

the information, CLIC could send the PIs (and/or others who sign up) a 

monthly listing of the titles of new submissions to the Bulletin Board. ModPod

believes that this may stimulate collaborations among the hubs that might not 

otherwise occur. The CCBB should be evaluated after 1 year based on the 

metrics of the number of postings, the percentage of postings attracting 

potential collaborators’ responses, and the number of collaborations actually 

established. If the metrics do not indicate that the CCBB is adding value to the 

CTSA program, it should be discontinued.   (cont.)

POD FEEDBACK DISCUSSION



• In view of Dr. Michael Kurilla’s appointment as the Clinical Innovation 

Director of NCATS the ModPod proposes that the Steering Committee and 

NCATS jointly review the strategic vision for the CTSA program. Since the 

IOM report is now 5 years old, it is appropriate to reconsider the relevance 

of its recommendations in light of changes in the CTSA program as well as 

changes in the external environment since its release. As a first step in the 

process, ModPod suggests polling the CTSA PIs to ascertain their 

perceptions of both the value and relative success of all of the different 

components of the program in relation to their costs. Particular emphasis 

should be placed on the impact of changes in the CTSA program on 

institutional perceptions of the CTSA program and institutional support.

POD FEEDBACK DISCUSSION



Next Call: April 9, 2018 

2:30 – 4:00 ET

Thank you! 


